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This is the FINAL DECISION of the Acting Assistant Secretary of
Defense (Health Affairs) in the CHAMPUS Appeal OASD(HA) Case File
83-03 pursuant to 10 U.S.C. 1071-1089 and DoD 6010.8-R, chapter
X. The appealing party is the CHAMPUS beneficiary, who was
represented by her sponsor, a retired officer of the United
States Army. The appeal involves the denial of CHAMPUS coverage
for food desensitization injection material supplied by

, M.D. of Norwalk, Connecticut, from May 16, 1979, through
April 29, 1980. The amount in dispute involves charges of
$303.00.

The hearing file of record, the tape of oral testimony and the
argument presented at the hearing, the Hearing Officer's
Recommended Decision, and the Analysis and Recommendation of the

Director, OCHAMPUS have been reviewed. It is the Hearing
Officer's recommendation that the OCHAMPUS denial of cost-sharing
for food desensitization injection material be upheld. The

Hearing Officer found "The use of food desensitization injections
are not medically necessary or appropriate medical care,
constitute experimental or investigative treatment and were not
provided in accordance with acceptable medical standards as
indicated by the medical evidence contained in the record." The
Director, OCHAMPUS, concurs in this finding. The Director,
OCHAMPUS, in his Analysis and Recommendation notes that the
Hearing Officer addressed an issue not integral to the Appeal
when he specifically found that the treatment received by the
beneficiary for her allergies from tMay, 1976 to November 11,
1978, was a covered medical service and allowable under the prior
regulation governing the CHAMPUS Basic Program. The Director,
OCHAMPUS nonconcurred in this finding.

The Acting Assistant Secretary of Defense (Health Affairs) after
due consideration of the appeal record, concurs 1in the
recommendation of the Hearing Officer to deny CHAMPUS
cost~sharing and hereby adopts the recommendation of the Hearing
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Officer to deny cost-sharing as the FINAL DECISION. However, the
Hearing Officer's finding that food desensitization injections
were authorized CHAMPUS benefits prior to November 11, 1978 1is
rejected as not supported by law and regqulation.

The FINAL DECISION of the Acting Assistant Secretarv of Defense
(Health Affairs) 1is therefore to deny CHAMPUS cost-sharing for
food desensitization injection material. This decision is based
on the finding that the medical treatment was not acceptable
medical practice, was essentially an experimental treatment and
was not provided in keeping with the generally acceptable norm
for medical practice in the United States.

FACTUAL BACKGROUND

The beneficiary began receiving treatment consisting of regularly
scheduled desensitization injections for hypersensitivities to
foods and airborne particles by Dr. in 1976.
The beneficiarv stated that the claims for the first three vears
were cost-shared by CHAMPUS through its fiscal intermediaries,
Connecticut General Life Insurance Company and Blue Shield cof
Massachusetts. On July 18, 1980 and August 4, 1980,
respectively, the new CHAMPUS Fiscal Intermediary for
Connecticut, Blue Shield of California, partially denied two
seperate claims covering the period in dispute. Blue Shield
allowed the charges for inhalents (airborne particles) and
disallowed the charges for ingestants (focd allergies). The
billed charges totalled 3713.00 of which 35410.00 were for
inhalents and the remaining $303.00 were for ingestants. The
record establishes the beneficiary is atflicted with allergies
which render her hypersensitive to many ccmmon foods and airborne
particles. Prior to 1976, she had been treated by a number oI
allerqgy specialists, but did not receive any significant results.
In May, 1976, she had her initial visit and diagnosis by Dr.

. The physician described the treatment as:

"a maintenance program which requires her to
take regularlv scheduled desensitization
injections for her hypersensitivities to many
common foods and airborne inhalants. {The
beneficiary] takes a weekly injection for her
sensitivity to many geographically comnmon
airbecrne inhalants and irritants. She is
presently on a full-dose injection series for
Dust Inhalants, ilold, Bacteria, Tree, Grass &
Weed which is formulated from & combination
of three extracts: Agqueous, Alum & Glycerin.
The desensitization series for the food
intolerances are also full-dose, and are
formulated from an Alum Precipitated extract.
{The beneficiarv] receives desensitizaticn
injections for Baker's Yeast, Brewer's Yeast,
and Onion."
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The beneficiary testified that she would administer the
injections on a weekly basis and that the treatment has been vers
successful. It was the treatment for desensitization for foocd
intolerances which was disallowed.

The beneficiary submitted a CHAMPUS claim dated May 14, 1980 for
the period from May 16, 1979 to July 23, 1979. The food
desensitization supplies billed in the total amount of $120 were
denied. The CHAMPUS claim dated May 13, 1980 covered the period
from HNovember 11, 1979 to April 29, 1980. The food
desensitization material billed in the total amount of $183 was
also denied by the fiscal intermediary. The sponsor appealed the
denial and the fiscal intermediary's Informal Review denied the
appeal on the basis that "antigens tor food desensitization and
the administration of them by any method is not a covered
benefit." A second appeal to the fiscal intermediary also
resulted in a Reconsideration decision denving the c¢laim.

The beneficiary then requested a First Level Appeal from
OCHAMPUS. The April 20, 1981 letter included copies of previous
correspondence as well as a letter from Dr. .  The Doctor
stated:

"Wle are demonstrating cause and effect
relationships between the symptoms o©f manv
disorders and exposure to encounterad
substances which when eliminated give
clinical relief. It is impossible to ignore
the fasting technique practiced in Russia for
contrclling schizophrenia, which has been
confirmed by ' ,

' and myself.
The initial findings oI . , Of
world reknown, in 1939 showed that the
psychotic manifestations of pellagra could be
completely eliminated by nutritional means,
including use of Vitamin B,, and within a
year of his work, others”™ demonstrated
improvement in psychotic disorders where
pellagra was not clinically evident.

We have seen numerous patients who have been
able to relate the actual onset of physical
or mental disorders to specific chemical
exposures - various petrochemical substances
and coal *tar substances, insecticides, food
coloring, wpaint and a wide variety of
household products.

There 1is no doubt that in the future
allergic, ecologic and nutritional factors
are going to be routinely studied as part of



the conventional, diagnostic study of all
physical and mental disorders."

This letter did not pertain to the beneficiary but, ap

A

parently,

was intended to provide detailed information concerning services

provided by the provider.

OCHAMPUS by letter dated June 30, 1981 issued its First Level
Appeal denying cost-sharing. The determination anluded a

statement that, "sublingual antigen therapy is a ‘'cont
and unproven meth d ©f treatment which should be con
unacceptablie at present.'”

reversial
sidere

By letter dated August 15, 1981, the beneficiary requested a
hearing. 8ince the beneficiary's treatment was byv injecticn and

not by sublingual antigen therapy as implied in the
denial, the letter included the statement that:

"Instead of a written reply, Dr.
telephoned... prcoviding a detailed discussicn
of his prescribed treatment procedure. e
believes there was a seriocus mistake in the
CHAMPUS letter of June 30 concerning the
treatment procedu“o He ({Dr. jois
unaware of the euistence or practice by
anvone of proveoccative sublingual =Ifood
allergey therapy. His treatment proccdure
consists of periodic subcutaneous 1njections
0of allergenic eaxtracts. ... e further
pointed out thag this procedure cof
subcutaneous injecticns of these allergenic
extracts 1is a long-standing conventional
method, accepted and practiced world wide."

OCHALIPUS

In response to this statement, OCHAMPUS obtained ZIroem the

Colorado Foundation for Medical Care a medical review

treatment received by the benefvclar/ The medical re
conducted by a specialist in internal medicine and ccc
medicine. The medical reviewer stated:

"The American Academy of Allergy Executive
Committee has considered available data on
the erfectiveness cIi sublingual provocative
testing and subcutaneous administration of
food extracts and has recommended that :these
technigues should be reserved fcr use in
controlled experiments coniy."

One oI the specific questions asked bv OCHAMPUS was:

“Are antigens fcr food desensitization and
their administration by any methed in keeping

oI *ke
aview was
upational
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with the generally acceptable norm for
medical practice in the United States?"

The medical reviewer responsed:

"Not at this time. The subcutansous and
sublingual methods of administration of food
extracts have not been found to be effective
and their use 1s not generally accepted Lv
conventional allergists.”

The reviewer went on to say, "The use of food antigen injecticns
is essentially related to prerlmental treatment regimens at
present."

OCHAMPUS by letter dated October 29, 1981, advised the
beneficiary that even though the food antigens therapy was not
administered sublingually [as stated in OCLIAMPUS level
decision] but by means of periodic subcutanecus injecticns, the
medical reviewer had given his opinion that "subcutancous and
sublingual methods of administration of food oxtracts have not
been found to be effective &nd their use rct generallv accepted
by conventional allergist." The letter went on to state that
OCHAMPUS would proceed w1tn the plan to held o Liearing.

The record also includes a letter L[rom the wrovider dated
December 3, 1981, which is after the review v the Ceolorado
Foundaticn for lledical Care. The provider states:

"Extracts of the offending foods containing
the active substances that bother tne patient
are injected into the arm to stimulate the
production of antibodies that will protect
the respiratory tract the seme way that
pollen antibodies, etc. will protect the same
individual.

The Wedipal Peer Review Committee did not
consider this matter in its broader clinical
perspective. Food desensitization 1is the
next logical step in the methods they already
emplov daily."

Prior to the hearing, the letter rfrom the provider was reviewed
bv the OCHAMPUS iledical Director, who is a medilcal doctor. The
Medical Director concurred with the opinion cof the Colorado

Foundation for iledical Care. He contended that the American
Academy of Allergy would be eminently qualiried tc render a
gqualified Jjudgment The !Medical Director noted that, *=he
evidence on iood dlSGnSltlZufJO] injections to date i3 not

Tantlate predictable, o©r generally accepted bv

adequately subgs
rofession as a standard ci care.

the medical »
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The hearing was held on August 13, 1982 in Washinaton D.C. befecre
OCHANMPUS Hearing Cfficer, Mr. . DBoth the
beneficiary and the sponsor attended the hearing. The Hearinag
Officer has issued his Recommended Decision and issuance of a
FINAL DECISION is proper.

PRIMARY ISSUE AND FINDINGS OF FACT

The primary issue in dispute is whether the food desensitization
injection material can be considered as being provided in
accordance with accepted professional medical standards or
whether it ic still an experimental/investigational treatment.

The Department of Defense Appropriations Act, 1976, Public Law
94-212, prohibited the use of CHANMPUS funds for, "...anyv servico
or supply which is not medically or psychologically necessary tc
diagnose and treat a mental or physical illness, injurv, or
bodily malfunction...." This same limitation has been in all
subsequent Department cf Defense Apprceriation Acts.

The CIAMPUS Regulation in effect at the time of care in guestion
in +this appeal (ilay 16, 1979 through April 29, 19€0),
incorporated this limitation in chapter IV, DoD 601l0.8-R, as
follows:

"Subject to any and ail applicable
definiticons, conditions, limitations, and/or
exclusions specifiad or enumerated in this
vegulation, the CIAMPUS Basic Program wiil
pay IZor mnedically recessary services and
supplies reguired 1in the diagnosis and

! H

treatment ©f illness cr injury....

To interpret this regulation as it applies to the treatment in
dispute requires a review of what is meant by the term "medically
necessary.” The definition in DoD 6010.58-R, chapter II, provides
"Medically necessary includes [the] concept of appropriate
medical care.” The definition of "appropriate medical care"
requires that, "...the medical services verformed in the
treatment of a disease or injury...are in keeping with the
generally acceptable norm for medical practice in the United
States.”

In addition, the CHAMPUS regulation in chapter IV, G.15,
specificallyv excludes, "Services and supplics not provided in
accordance with accepted professional medical standards; or
related *c essentially experimental procedures or treatment
regimens." The definition c¢I experimental provides, in ralevant
part, that:

"ioyperimental’ neans medical care that is

essentially investigatory or an unproven
vrocedure or treatment regimen {usually



performed wunder controlled medicolegal
conditions) which does not meet the generally
accepted standards of wusual professional
medical practice in the general medical
comraunity.” DoD 6010.8-R, chapter II, B.G§.

The Hearing Officer believed that the Claimant did receive
substantial successful results from the medical services rendered
by the treating physician. However, the Hearing Officer
correctly stated that "The issue is whether such services are a
covered benefit. The CHAMPUS guidelines [Regulation] are the
measure of what services are allowable under the program."

To determine whether it was a covered treatment, it is necessarv
to determine whether the treatment was "in keeping with the
generally acceptable norm for medical practice in the United
States" and whether it was an experimental treatment.

The record reflects that, the American Academy of Allergy
Executive Committee "has considered available data on the
effectiveness of sublingual provocative testing and subcutaneou
administration of fcod extracts and has recommended that these
techniques should be reserved for use in controllzsd experiments
only."

One of the exhibkits included at the Hearing was a2 "Pupblic ilealth

Service Assessment of Intracutanecus (Intradermal) and
subcutaneous Provocative Testing and NWeutralization Therapy ror
Peod Allergies (1981l).7 The Public IHealth Service concluded
that:

"Intracutanecus and Subcutancous provocative
and neutralizaticn testing and neutralization
therapy for food allergies are widely used
but lack scientific avidence of
erfectiveness. o  known immunologic
mechanism can account for the neutralization
of provoked symptoms by dilute solutions or
food antigens. Intracutanaous and
Subcutaneous provocative and neutralization
testing and neutr all"atlﬁn therapy for food
alleragies ShouLu De considered experimental
at this tine."

A letter, dated December 3, 1981, ZIrom the treating rphysician

h

198
included the following statement

"The AMA Board cf Trustees stated that there
were many areas 1n the field of allergy that
have not, in thelr opiniecn, been completely
worked out and they <oncluded that any
gualirfied allergi st, such as myself with
board certitication, sheuld e compensated
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for services rendered. My colleagues and I
get clinical results. We are not engaged in
experimental treatments. Our patients
suffering from this form of illness are the
experts concerning the effectiveness of food
treatments...."

Neither in this letter, nor any of the other corresvondence by
the treating physician, dces it state that the American liedical
Association or any nationally recognized medical group has
endorsed food desensitization treatment as being "in keeping with
the generally acceptable norm for medical practice in the Unitec
States." Rather it is described, in one instance, as "the next
logical step." The treating physician does not quote the results
of controlled scientific studies, but refers to the experts as
being his patients. The only reference to the treatment being
conventional is from the beneticiary, who stated she was quoting
the provider.
The efficacy of a treatment must be established ana be recounizead
by nationally recognized professional organizaticons and the
medical profession, not by individual patients. A failure =0
establish that the treatment was "in keeping with the gJgeneraiiv
acceptable norm for medical practice in the United States” m
result in a determination that it was not a covwred boneris
pursuant to the CHAMPUS reguliation.
Hearing Officer tound it "normally natural to give 1 treatiag
ician's evidence more weight in this type cof situaticon tased
a

fact that he has examined the patient; has treaten o

is familar with her on & personal baCiS than a phvsician /i
would be reviewing only medical report " In this instancae, such
3 presumption would not be upproprlaue, gsince the medical
reviewer only addressed whether the particular treatment was
within the generally acceptable norm for medical practice In
United States and whether it was considered experimental. A&
nontreating physician could most competently review whether <he
treatment regimen was widely recognized within the medical
profession or whether it was considered experimental.

This FINAL DECISICN has given primary weight to the conclusion of
the American Academy of Allerqgy &xecutlive Committee. liowever,
even without this opinion the failure of the trmdtlng physicizn
cr beneficiary to orfrer evidence that this treatment was "within
the generally acceptable norm of meaical practlbe in the United
States" would be sufficient to denv the claim. Until evidence
can be presented that this particular :reatment was, at the t:
of treatment, a standard of practice and within the acceptabic
norm for medical practice in the United States, it must be
concluded that it 15 not covercd treatment under whe CHAMPUS
regqulation and considered investigaticnal treatment.

{




SECONDARY ISSUE

An 1issue also addressed by the Hearing Officer was whether
similar claims previously allowed by a CHAMPUS fiscal
intermediary for treatment received from May 26, 1976, to
November 11, 1978, would estop CHAMPUS from now denying
subsequent claims. The Hearing Officer cocrrectly concluded that
the claims were properly denied based on *the DoD 6010.8-R,
chapter I, N.4, which provides that:

"Claims for outpatient care or new inpatient
cases {or new inpatient episodes of an
ongoing case) received on or after *he
effective date c¢f this Regulation, and

which includes services and/or supplics
provided after the effective date of this
Regulation, shall be adjudicated on the basis
of this Regulation irrespective of the
transistional authority granted in this
Section N."

In ovrevious FINAL DECISIONS, estoppel arguments have been
addressed and consistently rejected on the basgis that errors bv
an agent are not binding upon the government. flowever, the
Hearing Officer in his findings concluded that:

"The claimant received treatment Zfor her
allergies frcem lMay, 1976 to lovember 11, 1973
which was a covered medical service and
allowable under +the prior regulation
governing the CHANPUS Zasic Program.’

This conclusion is clearly erroneous based on law and regulaticn.

As previously cited, the Department of Defense Appropriations Act
for Fiscal Year 1976, Public Law 94-212, vprchibited the use of
CHAIMPUS funds for, "...any service or supply which is not
medicailv or psycholcgically necessarv to diagnose and treat a
mental or physical illness, injury or bodily malfunction." The
CHAMPUS regulation in effect in fiscal vear 1976 and up to Hay
31, 1977, Army Regulation 40-121, implemented this legal

restriction by authorizing CHAMFUS payment Ior, ... any
procedures and types of care [not otherwise excluded]... <which
are generally accepted as Dbeing part oI gcod medical

practice...."

The beneficiary's treatment [or Icod desensitization 1is
determined to be experimental and not gencrally accepted as part
t allowable

.

of good medical practice. Thererore, -t vas
May 1976, to iay 31, 1277 under AR 40-121 or
1, 1977, under Dob 6010.8-R, aven though the CHAMPUS Fisce
Tatermediary may have pald the claims. ©The Hearing Officer’s
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finding that it was allowable under the prior regulation was
clearly erronecus. The Director, OCHAMPUS should cause the
claims records to be reviewed and appropriate recoupment action
initiated under the Federal Claims Collection Act.

SUMMARY

In summarv, it is the FINAL DECISION cf the Acting Assistant

Secretary of Defense (Health Affairs) that food desensitization
injections be denied CHAMPUS coveradge ac the itreatment 1s found
to be experimental and not 1in keeping with the generally
acceptable norm for medical practice in the United States.
Therefore, the claims on the dates in izsue and :rﬂ appeal oI th
beneficiary are denied. Issuance of this FTNAT, DECISIONH
completes the administrative appeals process nder el »0Ll0.3-71,

chapter X, and nc further administrative appeal is avallable.



